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X Responsive to communication(s) filed on Jan 5, 2001 _ 

X This action is FINAL. 

Since this application is in condition for allowance except for formal matters, prosecution as to the merits is closed 

in accordance with the practice under Ex parte Qua^35 CD. 11; 453 O G 213. 

A shortened statutory period for response to this action is set to expire 3_ month(s), or thirty days, whichever is 

Ice from t e mai ng date of this communication. Failure to respond within the period for response w,ll cause the 
apTcation to becom (35 U.S.C. § 133). Extensions of time may be obtained under the provisions of 

37CFR 1.136(a). 
Disposition of Claim 

, , , „ _ ,, 70 , is/are pending in the applicat 

X P.laimfs) 1-5 and 17-31 . ■ 



g, €laim(s) 6-16 have been canceled. . 

is/are allowed 

Claim(s)__ . . ■ 

is/are rejected. 

X r.laim(s) 1-5 and 17-31 . _ ■ ■ 

is/are objected to 

Claim(s)_ . 



Claims _ 



_ are subject to restriction or election requirement 



Application Papers 

See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

The drawing(s) filed on is/are objected to by the Examiner. 

^ The proposed drawing correction, filed on is □ approved disapproved. 

The specification is objected to by the Examiner. 

The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. §119 

Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d). 
A l! ;3ome* Hone of the CERTIFIED copies of the priority documents have been 

~ received. 

received in Application No (Series Code/Serial Number), 



■ received in this national stage application from the International Bureau (PCT Rule 17.2(a)), 
"Certified copies not received: . 



Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 1 9(e). 
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Applicants- argents, filed 1/5/01, have been fully 
„, ns idered but they are not deemed to be persuasive. Pactions 
ard/ ,r sections not reiterated from previous office actions are 
hereby withdrawn. The following rejection, and/or carrions are 
either reiterated or newly applied. They constitute tne complete 
„ t Presently being applied to the instant application. 

The amendment, filed 1/5/01, is objected to under 35 U.S.C. 
S 132 because it introduces NEW MATTER into the specification. 
, 50sr , 132 states that no amendment shall introduce new 
mat _ into the disclosure of the invention. The added material 
wW , h ,s not supported by the original disclosure is as follows: 
The insertion to the specification on page 94, lines 20-11, 
directed to software package names is NEW MATTER . The previous 
page 94, lines 29-31, citation only referenced companies ,,y name 
and with the non-specific phrase "Software packages from 
companies...". nowhere as filed was there written description, 
or even acknowledgement, of any particular or specrfic scttware 
packages. Presumably, these companies supply numerous software 
payees. Thus, how does the citation of a company name, as 
filed, indicate what product, such as software, is meant thereby! 
It is additionally n.ted that page 94, lines 25-20, indicate that 
the commercially available software is directed to designed 
molecules, chemistry, and available reaction building tlo:ks. 
Nothing is stated therein that the software performs docking of 



_ Art Unit: 1 ':■ 1 

Serial llo. Vi/nli.WA 

mol eeules such as in the DOCK program, discussed in the Previous 
££ ,. e -.,.1-. Thus, there is also no written support t, cno-s, 
papula, ,o £ tw«e paeans fro, these Commercial sources that 
„ d ,.,, ; „ m3lecu les or define "molecular interaction sites" .„ 

„f the instant claims. It is r,:.t-:-d that 
required in the pracoe of tne 

a juration has been filed from Or . David Sober. This 
De oiaration indicates software pac,a g es hut does not remedy the 
ff .., ur e of applicants to provide such indication as filed, 
^itionaliy, the Declaration fails to indicate any — - 

f . that would be needed for the practice of the instant 

the software that wuuxa 

invent ion . 

Applicant is required to cancel the new matter in the 
response t: this Office action. 

,-. ai », 1-5 and 17-31 are rejected under 35 U.S.C. 5 112. 
first paragraph, because the specification, while hem, onatlmg 
for rn e application of the program DOCK for modeling the 
in _ a .- tlons of molecules with a macromolecule • s binding sate, 
, ss not reasonably provide enablement for generally discovering 
., ^ a s ,t. ( s. in macromolecules. The specification ooes 
Z enables person sailed m the art to which it pertains, or 
Jit,, which it is most nearly connected, to mate/use the invention 
.-o^ensurate in scope with these claims. 

Factors to be considered m determining whether a disclosure 

+. havp be^n summarized in Ex 

would require undue experimentation have be.n 
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^^a, 230 USPQ 540 (BPM 1986) and -iterated by the 
r^r* „f Appeals in 1^-^ 8 ^PQ2d 1400 at 14 04 (CAPO 
iqP8) . The actors to b. considered in determining whether undue 
lamentation is required include: (1) the quantity of 

_^~ sarv (■:•) the amount or direction presented, 
experimentation necessary, I- J 

{3 , the presence or absence of working examples, (4) the :v - ' 

of t h7 invention, (5, the state of the prior art, (.5) the 

native : 1 :-f those in the art, (7) the predictability 

. , - llt _.. ^ ?r t, and (8) the breadth of the claims, 
unpreaictaoil ity ^ AL -< 

Tb e Board also stated that although the level of skill lr. 
molecular biolo,y is high, the results of experts in genet: 
engineering ar e unpredictable. While ail of these factors are 
. :r , ns; „ red , a sufficient amount for a pri«» facie case are 

discussed below. 

This reaction is reiterated from the previous office 
acC1 ,l varied lu/11/00, and as necessitated by amendment 
regarding newly submitted claim 31. Applicants argue tha 
have amended into the specification the names of softwaie 
.adages for modeling in the specification on page 94, lines 29- 
M . This is non-persuasive because, as stated in the previous 
office actian, mailed 10/11/00, these appear to be directed to 

- v- i- r -3(i rlaim practice and, 
essential iutoect matter for generic or broad cla-m f 

as such, cannot provide enablement via incorporation by 

ref e r ence. Again, see the below given paragraph directed to the 



at they 
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of essential subject matter by reference. An-th, 



cor 



incorporate 

is n a common phrase given as "What's m a name"? It s 

le ,, rly non-cabling to set forth a "name" without explanation of 

at least the capabilities of the software. h also the above 

NEW MATTER rejection regarding these software packages. 

ThP ^rr,rp.-.ration of essential material by reference to a 
■ ^H^ion or foreign patent or to a puDiioatiuii 
^^V'f h*"sp"r i ion is improper. Applicant is required 
^ rt ^ ; ( . L :.. ,: ur , tCi include the material incorporated b y 
liSI e 'M^en! must be accompanied^^ affidavj ^ :-r 
V^?"ation executed by the applicant, or apparent s .tto n , r 
- bating that the amendatory material consist, of .ho ^.i. 

a "-f ' T Tt -■ related by reference in the referencing 
material m,oip r 4h( - F>2d 5G9 , 17 9 USPQ 157; In re 

F.2d tlTw USPQ 163; In re Ka^ns, 486 F.2d 577, 

r/M uspq l'o"/ . 

The following is a quotation of the appropriate paragraphs 
, f 35 ; T . S ., : . § 102 that form the basis for the rejections under 
this section made in this Office action: 

A pers.-n shall be entitled to a patent unless — 

in this or a foreign country bo^-e 
by the applicant for a patent. 

Claims 1-3, 17, 18, and 21-23 are rejected under 35 U.S.o. 

_ 4- ^ - - -p. ~i -i- « >-,w rhPn et al . (Biochemistry 
S 102(a) as being ciearry drai.-xpa,^ ~ a — - 

.36: 11402 [1097] ; . 

This rejection is reiterated from the previous otfic, 
^- ir>n , mailed 10/11/00. Applicants firstly argue that the Chen 
et al. reference does not teach a molecular interaction site on a 



t.s is 
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tsr ,et RHA. This 15 non-persuasive in that the previous office 
action, raailed 10/11/00, pointed to the analysis of 4<>u 
molecules, clearly a virtual library of co-pounds, in siliro in 
3-1. computer evaluation. Thus, this allegation of applicants 
clearly contrary to the factual basis for this rejection and thus 
non-persuasive. Applicants then argue that the instant molecular 
interaction site is small usually less than 30 nucleotides and 
th ,.„ confusingly ad-its that the Chen et al. reference is focused 
on a 4-=> base pair region which is apparently composed of S-1B 
nucleotides which falls clearly within applicants' argueo 
definition of the size of the "molecular interaction site" the 
instant claims. This argument therefore is non-persuasive. 
Applicants further argue that the Chen et al . site is not 
independently folded or a functional subdomair, of the target RNA 
molecule. It is well known that a major groove in FHA is only 
passible if base pairing has occurred in that region for the 
formation cf such a groove. Thus, the 4-9 base pairs as argued 
by applicants clearly is must have this characteristic and thus 
te independently folded as no major groove would occur in this 
fJ]A if the a central set of 4-9 bases did not base pair into 
hybridised form. Thus, this independent folding chara rteristic 
cf this region clearly qualifies it as independently folded, 
functional subdomam limitation is also met by this region in 
that the "binding function" in this region is well documented by 



The 
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.. „ alrAaly ii^ussed above. Applicants further a.gue 
the modeling alr-aoy 

..... fb . central base pain, 3 region of the note* »» in Ch*n et 

1= no, tn.iepend.ntly folded due to be part of a larger 

X, response, it is noted that nucleic acid folding such as » - 

W ,.U Known in the art to require the consideration of at feast 

s ,me -,„tri t0 ticn regarding foldmg fro, all parts of such a 

poller. Thus, this ardent is non-persuasrve an contradicting 

W en Known folding denies. Applicants then argue that Chen et 

al farls to identify a small independently folded sublet n in 

th e target molecule. This is also non-persuasive as each f the 

events of such a domain has been noted above as being clearly 

identified an Chen et al. and thus this argument is non- 

pers uasive as being an allegation which is not supported by the 

actual evidence an Chen et al. Applicants then argue that Chen 

et al. has not performed any analysis or experimentation to 

, ,1- interaction site as instantly claimed. In 
identify a molecular mtera^tiLi 

response this argument as directed to a Natation which is not 
in the instant claims and thus non-persuasrve in 
e he claims over Chen et al. For example, in instant claim 1, 
llne ,:, the "identifying at least one molecular interaction site 
on sarc, target F'tIA" is set forth. There rs no "experi^taticn- 
regutied in said phrase. There rs no "analysis" required in said 
pnras-. The choosing of a section of a target R,:A is therefore 
included as a practice within this phrase. Therefore this 
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. farls t--- distinguish the instantly claimed 

argument dl^ 11 i dlib u 

, i i^stlv, applicants arguf- that tne 
^nti--'H ovtr Chen et al. Lastly, app 

;i of a conserved region from different taxonomic 
■ r ,t disclosed in Chen et al. This is persuasive to 

llle the rejection of instant claim 26-28 base, on Chen et 



inv 
determinate 

sp 



allowed . 

amendment necesbua,ed _n_ a_ „ 



THIS ACTION IS MADE FINAL. See M.F.E.P. 



Applic 
rG] ,-rMon. Accordingly 
§ 700.07, „. Applicants are reminded of the extension of time 
set forth in 37 C.F.R- S 1.136(a). 



'Z SIS"; EE ™f »T£&ST««- 

ACTION. IM THE » " 3 ' f AMD THE ADVISORY ACTION 

~_ t 1 t t tt 1 MATTTMC FATE 01 THIS rlNAL mTrriT , r , „ r ,,,, T H 



AlllUH. - — mure tttmAT ACTION ANU inn, m-vi..-^ - * ~ 

OF THE MAILING DATE HI. FINAL A . THREE-MC'NTH SHORTENED 

IS NOT MAILED UNTIn A ^R THE ENL U pERI0D WILL ED.Plr;E 

STATUTOBY ^X^™^^ L f^i*D, AHD ANY EXTENSION FEE 
? KE DATE THE ADViSOR/ AC l.Ji ^ ,-j-^LCDLATEI 1 FF.uM 



-r,- -V- f F v 1.136(a) WILL tft '.rt^'--^— - ^ ^ ^ 
pnpSUANI - ' - • - • * \ _ r> , r n.-TTON IN NO EVENT wl^- • 
MAILING ^^f^^S^^ LATER THAN SIX MONTHS FP.C« 

?Sf LATe'oF THS FINAL ACTION. 

-,. r ~ ,-=!a^H to this application nay be submitted t- 
Teoh^ca^enteDl.OO M^'"'"^ ^r located 
t,* faxed to Technical cenu n.o KUS t conform with 

in crystal Mall 1. Tne :a,ir J ■ £ ■ ^ h f .PJ,. te , 10 90 oo :,c 
h, ,0^'ccs r.ubllshea in tne ofncial , ( UE7 ,;g 

„.. rni ,, this communication or earlier 
An 0,r-nC r £C - the ixLiner should te lirected to 

2c>mmunicati'- nt, u- llu 



THE 
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The examiner can normally 
to 4 P.M. 

If attempts to reach the examiner - by ^ephon. a,e ^ 
unsuccessful, the examiner 's superior, .i.ha. 
can be reached on (70 J) 308-4028 . 



-f * apr.pral nature or relating to the status 
3 0 8-0196. 
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ARDiN H. MARSCHEL 
PRIMARY EXAMINER 



